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DETAILED ACTION 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of tine invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 8 Is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
Since the microorganism(s) is/are essential to the claimed invention it must be 
obtainable by a repeatable method set forth in the specification or otherwise be readily 
available to the public. If the microorganism(s) is/are not so obtainable or available, the 
requirements of 35 USC 112 may be satisfied by deposit(s) of the microorganism(s). 
The specification does not disclose a repeatable process to obtain the microorganism(s) 
and it is not clear from the specification or record that the microorganism(s) is/are 
readily available to the public. 

This rejection may be overcome by establishing that the each microorganism 
identified is readily available to the public and will continue to be so for a period of 30 
years or 5 years after the last request or for the effective life of the patent, whichever is 
longer, or by an acceptable deposit as set forth herein. 

If the depository is made under the terms of the Budapest Treaty, then an 
affidavit or declaration by applicants, or a statement by an attorney of record over 
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his/her signature and registration number, stating that the specific strain has been 
deposited under the Budapest Treaty and that the strain will be irrevocably and without 
restriction or condition released to the public upon the issuance of a patent, would 
satisfy the deposit requirement made herein. 

If the deposit has not been made under the Budapest Treaty, then in order to 
certify that the deposit meets the criteria set forth in 37 CFR 1.801-1.809, applicants 
may provide assurance of compliance by an affidavit or declaration, or by a statement 
by an attorney over his/her registration number, showing that, 

(a) during the pendency of the application, access to the invention will be 
afforded to the Commissioner upon request; 

(b) all restrictions upon availability to the public will be irrevocably removed upon 
the granting of the patent; 

(c) the deposit will be maintained in a public depository for a period of 30 years or 
5 years after the last request or for the effective life of the patent, whichever is 
longer; and, 

(d) the deposit will be replaced if it should ever become inviable. 

The specification must also state the date of deposit(s), the number(s) granted 
the deposit(s) by the depository and the name and address of the depository. 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 
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3. Claim 16 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. A broad range or limitation together with a narrow range or 
limitation that falls within the broad range or limitation (in the same claim) is considered 
indefinite, since the resulting claim does not clearly set forth the metes and bounds of 
the patent protection desired. See MPEP § 2173.05(c). Note the explanation given by 
the Board of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031 , 2033 
(Bd. Pat. App. & Inter. 1989), as to where broad language is followed by "such as" and 
then narrow language. The Board stated that this can render a claim indefinite by 
raising a question or doubt as to whether the feature introduced by such language is (a) 
merely exemplary of the remainder of the claim, and therefore not required, or (b) a 
required feature of the claims. Note also, for example, the decisions of Ex parte 
Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); 
and Ex parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 16 
recites the broad recitation 5x lO'^l 1 , and the claim also recites 1x lO'^IO which is the 
narrower statement of the range/limitation. 

4. Claims 2-3, 21 -22 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. Claims 2-3, 21 -22 are indefinite for "the granules of lactic acid bacteria particles". 
It is not clear what is meant by this phrase. Since granules are expected to be particles, 
it is not clear what is meant by this phrase. 
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6. Claims 19, 21-22 recite the limitation "finished product" in claim 1 . There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 1-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rutherford et al. (US 5,292,657; hereinafter R1) in view of Shin et al. (US 6,447,823; 

hereinafter R2) 

9. R1 discloses a process for preparing microspheres of freeze-dried 
microorganisms coated with fatty material. 

1 0. R1 discloses a fatty matrix such as stearic acid having a melting point of 40— 
75C. (Col. 2 line 62- Col. 3, Iine3). 

11. R1 discloses that bacteria such as Lactobacilli, and Bacillus can be used in the 
process (Col. 3, lines 13-16). 

1 2. R1 discloses that the particles (granules) contain 50%-over 90% by weight of the 
fatty component. (Col. 3, lines 21-23). 

1 3. R1 discloses the particle size range of 75-300 microns with the preferred range 
being less that 250 microns. (Col. 4, lines 7-9). 

14. Given that R1 discloses the use of freeze-dried (lyophilized) bacteria, the use of 
a lyoprotectant is inherent in the process of freeze-drying. The particle size of the 
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bacteria and the water activity of the freeze-dried culture are also inherent in the freeze- 
dried bacterial culture. 

15. Given that the matrix is a fatty material containing freeze-dried bacteria, it is clear 
that the microshperes containing bacteria will be free of starch as presently claimed. 

16. Given that a freeze-dried culture is used in the process by R1 , the number of 
dormant organisms in the dehydrated culture will depend on the initial number of those 
organisms in the culture broth before freeze-drying. Total number of the dehydrated 
organisms in freeze-dried (lyophilized) samples are usually 10'^8-10'^12 CFU/g. 

17. While R1 gives the details of preparing microspheres of bacteria, R1 is silent 
regarding the Lactobacilli and Bifidobacteria strains as presently claimed. R1 is also 
silent regarding the incorporation of microspheres into fermented milk products or fruit 
or vegetable juices. 

18. R2 discloses the incorporation of encapsulated lactic acid bacteria into yogurt 
wherein the encapsulated lactic acid bacteria are uniformly distributed in the liquid 
yogurt. (Abstract) 

1 9. R1 discloses that the incorporation of encapsulated lactic acid bacteria into 
yogurt will protect the bacteria so that during the passage of these bacteria through the 
gastrointestinal tract, the gastric acid will not kill them. 

20. R2 discloses the Lactobacillus, Leuconostoc, Pediococcus, Streptococcus and 
other lactic acid bacterial can be encapsulated and incorporated into the yogurt product. 
Given that R1 discloses the encapsulation and incorporation of lactic acid bacteria into 



Application/Control Number: 10/596,789 Page 7 

Art Unit: 1794 

yogurt, it is obvious that such bacteria can include the lactic acid bacteria as presently 
claimed. 

21 . R2 also disclose the specific gravity concept and teaches of using encapsulated 
materials having a specific gravity similar to that of yogurt so that a uniform distribution 
of particles in the yogurt be achieved. Given that R1 discloses the uniformity of the 
product based on the specific gravity of the encapsulated material and the yogurt, 
specific gravities of encapsulated lactic acid bacteria can be manipulated to make them 
compatible with products containing any concentration of water including the water 
contents as presently claimed. Depending on the total number of organisms in the 
encapsulated material, the level at which such encapsulations are incorporated into 
products can also be manipulated. The amount of encapsulated material is therefore 
determined by the desired level of microorganisms in the finished product. 

22. Given that the incorporation of encapsulated organisms into yogurt is disclosed 
by R1 , the pH and the water content of the product (yogurt) will be in the same range 
as presently claimed. 

23. R1 clearly discloses the preparation of coated (encapsulated) lactic acid bacteria 
in a matrix which does not contain starch. Additionally the coated bacterial particles 
have a 75-300 micron range. R2 incorporates encapsulated lactic acid bacterial 
materials into a liquid yogurt in order to protect such bacteria during their passage 
through the intestinal tract. Therefore, it would have been obvious to one of ordinary 
skill in the art to coat (encapsulate) lactic acid bacteria as taught by R1 and incorporate 
them into food products as taught by R2. Absent any evidence to contrary and based on 
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the combined teachings of the cited references, there would be a reasonable 
expectation of success in making the coated particles and using them in foods. 
Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HAMID R. BADR whose telephone number is (571)270- 
3455. The examiner can normally be reached on M-F, 8:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Keith Hendricks can be reached on (571) 272-1401. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications Is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Hamid R Badr 
Examiner 
Art Unit 1794 



/KEITH D. HENDRICKS/ 

Supervisory Patent Examiner, Art Unit 1794 



